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SUPPLEMENTAL REMARKS 



of discomfort reliever and 
Jications indicating 
>lves the problems of the prior 
isume vitamins and minerals, 
ire being taken in a discomfort 



Appellant's invention provides a unit do* 
nutritional supplement in an enclosure having if 
supplementing nutrition. Appellant's invention 
art of trying to routinely remember to find and 
needing to know when vitamins and/or mineraU 

reliever and the nutritional sufficiency of the amiunt taken. It provides superior 
results in savings of cost, time and storage spafe, with the same discomfort relief 
and the same ability to self regulate nutritional Applements, but with half as 
many unit doses and containers compared to thl separately enclosed intended 
discomfort relievers and intended nutritional sudblements of the prior art. One 
unit dose in one container replacing two unit doles in two containers are data of 
superior results provided by Appellant's inventidji. Thus, patentability is shown 
beyond the requirements of the statute, Demac 

Prior art discomfort relievers and nutritiofcl supplements intended to 
supplement nutrition are separately sold, discloled and mandated in distinctively 
labeled containers. Prior art intended discomfot relievers and intended nutritional 
supplements are separate unit doses in separal > containers, such as those in T^ble 
VI, center and right columns, pages 30-31 , , pa ( es 1 (last paragraph), 2 (first 
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paragraph) and 29-32 of the above captioned ( atent application. For example, 



Ueve, Tylenol, Excedrin, and 
March 1, 2004) are sold in sepirate 
iners from nutritional supplements 
ral nutritional supplement 



major commercial pain relievers (Advil, Motrin, 
Bufferin: EXHIBITS A-G of the Amendment file 
unit doses in separate distinctively labeled con 
(One A Day Maximum multiple vitamin and mir 

packaging: Exhibit B), Labeling for major comrflercial pain relievers have a listirlg 
under Drug Facts, and do not have a listing of J upplement Facts (EXHIBITS A-<]3 of 
the Amendment filed March 1, 2004). By conti ist, labeling for nutritional 
supplements have a listing under Supplement f acts, and do not have a listing o 
Drug Facts (One A Day Maximum multiple vitar iin and mineral nutritional 
supplement packaging: Exhibit B). Thus, prioi commercial intended discomfort 
reliever products and intended nutritional produ is are separate products enclosed 
in separate distinctively labeled containers. 

Dietary supplements are products intended to supplement the diet that 
contain a vitamin or mineral (EXHIBIT E of the j pril 1, 2004 Amendment). SS 
Pharmaceutical, Tsunoda, and Yeh et al do not lisclose supplementing nutrition 



So, any supplementing of nutrition is unintendei 
Pharmaceutical, Tsunoda, and Yeh et al. Thus 



Yeh et al do not disclose intended nutritional su elements. Only products intenced 



as drugs are disclosed by SS Pharmaceutical, " 
discloses products intended as processed food 

and intended nutritional supplements are separately disclosed in the applied pridr 
art. Intended discomfort relievers and intendec nutritional products are separate 
products in separate containers, pages 1 (last p iragraph), 2 (first paragraph) an<jl 
29-32 of the above captioned patent application 

pain relievers (Advil, Motrin, Aleve, Tylenol, Exc >drin, and Bufferin: EXHIBITS A 
of the Amendment filed March 1 , 2004) are solt in separate unit doses in separate 
distinctively labeled containers from nutritional f ipplements (One A Day Maximum 
multiple vitamin and mineral nutritional supplem mt packaging: Exhibit B), So, th 
separately disclosed intended discomfort relieve -s of SS Pharmaceutical, Tsunoda, 
and Yeh et al and intended foods of Krause woi d be made as separate product 5 



in products based on SS 
SS Pharmaceutical, Tsunoda, ahd 



iunoda. and Yeh et al. Krause 
So, intended discomfort relieve s 



2 
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1 , 2004). Arid, the sample nutrijt 
101.9 (c)(12-14) and 21 CFR 



that would be enclosed in separate distinctively labeled containers. 

Prior art discomfort relievers and nutritic lal supplements intended to 
supplement nutrition are separately mandated. Drug labeling law does not refei 
nutrition labeling. Similarly, nutrition labeling la v does not refer to drug labeling 
Furthermore, the sample drug labels do not me ition nutrition information, (21 C 
201 .66-Exhibit G of the Amendment filed Marcf 
labels do not mention drug information, (21 CF 

101.36 (e)(10)-Exhibit D, parts 1 and 2 of the A riendment filed May 11, 2004). 
the law has not mentioned or mandated nutritio \ labeling of drugs, containing 
vitamins and minerals which are not provided f< r supplementing nutrition. 

Appellant's invention omits one unit dos< and container of two of the prii 
art with retention of their functions. These are if Jicia of unobviousness. In re 
Edge . The indications that support the superioi results are not expected 
because they are not required by drug law, the} are not disclosed in SS 
Pharmaceutical, Tsunoda, and Yeh et al, and t\ ? combination of these 
references with Krause is improper. 

The combination of SS Pharmaceutical, sunoda, Yeh et al in view of 
Krause is improper because nothing is mention d or taught in them to suggest 
their combination, In re Sernaker . The Examine r has made legally erroneous 
use of the inventor's patent specification teachii g of both a novel and nonobvioiis 
invention as though it were prior art in order to i lake claims appear to be obvioup 
In re Pleuddemann . 

For a vitamin or mineral in a drug produc 
must be intended to supplement nutrition, beca se, dietary supplements are 
products intended to supplement the diet that oi ntain a vitamin or mineral (D 
Supplement Health and Education Act of 1994 

Supplements Association page 3: EXHIBIT E o1 the April 1 , 2004 Amendment) 
synergistic antioxidant vitamin C is not a nutritic lal supplement in products of S3 
Pharmaceutical, Tsunoda, and Yeh et al, became it is not intended to supplement 
the diet. 

The reference daily intake of vitamin C i^an amount (60 milligrams) 



to be a nutritional supplement it 



ietary 



to 

ion 



So, 



3 
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needed for nutrition, as see Krause pages 277 >78 and 21 CFR 101.9: Exhibit [), 
part 1. Percent daily value is determined from lis amount (21 CFR 101.36 
(b)(iii)(B). Yeh et al do not disclose nutrition or any specific amount of any 
antioxidant. Yeh et al only disclose a percent f antioxidant relative to other 
ingredients column 4, lines 4-1 1 . Similarly, Tm ioda only discloses synergist 



not disclose nutrition. 



Whereas, 
ut 



F2d 443; 230 USPQ 416 (CAF3 



vitamin C relative to other ingredients, and do 

for nutrition an amount (60 milligrams) of vitam i C is needed daily. Thus, Yeh 
al and Tsunoda teach away from Appellant's ir rention by teaching a percent of 
antioxidant only relative to other ingredients. J Iso, Yeh et al teach away from 
Appellant's invention by teaching that the lack 
nutritional supplement is suitable for its purpos s. Furthermore, in Yeh et al the 
proportion of antioxidant is based on arylpropk lie NSAID to reduce disease, 
column 4, lines 4-1 1 . This teaches away from ie claimed invention wherein 
nutritional supplements are provided to supple lent nutrition. Portions of a 
reference teaching away from the claimed inve ition must be considered, Bausch 
& Lomb Inc v Barnes-Hind/Hvdrocurve. Inc . 7» 
1986). I 

The Examiner states that there is no evi lence of others working on the 
problem (page 2 of the Advisory action dated II ay 8, 2004). Vitamins and 
minerals are essential to good health, and kno ring whether we are sufficiently 
consuming them is a problem that is partially s >lved by guidelines of 
recommended daily amounts, (Lieberman and 3runing, The Real Vitamin and 
Mineral Book, 1997. page 17: EXHIBIT A). TM 3 is objective evidence that the sjrt 
recognized that consumers need to know the i jfficiency of their consumption o 
intended nutritional supplements MPEP 71 6.0 
supplements, such as those in Table VI, cente 

captioned patent application, are objective evi ence that the art recognized a 
need for their consumption, MPEP 71 6.04. JJf evidence indicates that for majiy 
people there has been a long felt need for reg 



see page 1 , last paragraph of the above captk ned patent application, COUNCIL 



FOR RESPONSIBLE NUTRITION, The Ben* 



Prior art nutritional 
column pages 30-31 of the aboj/e 



lar use of nutritional supplement s, 



;s of Nutritional Supplements, 
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Executive summary 2001 . This is objective ev fence that the art recognized a 
need for regular consumption of nutritional sup lements, MPEP 716.04. Thus, 
the need for regular use of nutritional supplenrv nts is a known problem. Prior aft 
problems of regular use include routinely rem$ ibering to take nutritional 
supplement pills, knowing when vitamins and r 

knowing the sufficiency for nutritional needs of he vitamins and minerals are 
being consumed. 

The Examiner states that vitamin C is a 
and 3 of the Advisory action dated May 8, 200#. But, for a vitamin or mineral i 
a drug product to be a nutritional supplement il Tiust be intended to supplement 
nutrition, because, dietary supplements are pre Jucts intended to supplement 
diet that contain a vitamin or mineral (Dietary qpPP'e™ ent Health and Education 
Act of 1994 section 3 (a)(ff) (1) Nutritional Sup 
EXHIBIT E of the April 1 , 2004 Amendment) 



8, 146 and 157: EXHIBIT A), 
relievers contain calcium, 



supplements include calcium, magnesium andiron, (Ueberman and Bruning, Tljie 
Real Vitamin and Mineral Book, 1997, pages 1 
And, Advil, Motrin and Bufferin commercial pal 

magnesium and iron in their buffering agents s id inert ingredients (Exhibits A, ^ 
and G of the Amendment filed March 1 , 2004). Yet, no nutrition information is 
included in Advil, Motrin or Bufferin pain relieve r packaging. So, when minerals 
are not provided for supplementing nutrition, \t 5 law does not mandate 
indications for them in drugs. Thus, it was not 

any nutrition information in labeling Advil, Mot* and Bufferin commercial pain 
relievers (Exhibits A, B and G of the Amendm* it filed March 1 . 2004) 
Accordingly, the law has not made obvious or 
indications for supplementing nutrition for vitar 
intention of supplementing nutrition, as an anti 
pain relief. 

The Examiner states that the law mandites the inclusion of indications 
(page 3 of the Advisory action dated May 8, 2t D4 and pages 5 end 7 of the 
Rejection). But, drug labeling law does not re er to nutrition labeling. Similarly!, 



utritional supplement, (pages 2 



ements Association page 3: 
:>r example, nutritional 



nutritioral 



ecessary the inclusion of 
in C, when used without any 
xidant and/or synergistically for 



Final 



PAGE 
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lemen ng 



nutrition labeling law does not refer to drug 
drug labels do not mention nutrition informatioi 
Amendment filed March 1, 2004). And, the sa 
drug information, {21 CFR 101,9 (c){12-14) arn 
parts 1 and 2 of the Amendment filed May 1 1 , 
mentioned or mandated nutrition labeling of 
minerals which are not provided for suppl 

Antioxidant vitamin C, as a preservative 
drug medication, may be exempted from labelii 
C) in products based on SS Pharmaceutical, 
information about it on the label is not mandat 
antioxidant vitamin C may be labeled as part 
sections 201 .57 and 201 .60 to 201 .66 in produ 
Tsunoda, and/or Yeh et al. Since, they do not 
putting information about supplementing nutritic 
law. And T assuming that the authors and 
nutritional supplement, they knowingly did not 
Accordingly, no nutrition information would be 
products based on SS Pharmaceutical, Tsunoc 



inven >rs 



Respectfully submitted, 




DALE R, LOVERCHECK 
May 19, 2004 

Patent Attorney Reg. No. 28638 
Telephone number: (610) 872-5150 



lab|ling. Furthermore, the sample 
(21 CFR201.66-ExhibitGofth|e 
pie nutrition labels do not mentiDn 
21 CFR 101.36 (e)(10>Exhibrt p, 
004), So, the law has not 
s, containing vitamins and/or 
nutrition. 

intioxidant to reduce oxidation olf a 
under 21 CFR 201.1 17, (EXHIBIT 
T jnoda, and/or Yeh et al. So, pijtting 
by law. Also, synergistic 
drug medication, under 21 CFfc 
is based on SS Pharmaceutical, 
sclose supplementing nutrition, 
on the label is not mandated 
knew that vitamin C can be ci 
setose supplementing nutrition, 
andated to be included in labeling 
. and/or Yeh etal. 
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